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However, no such additional briefs will 
be considered unless so requested. 

(i) If any party demonstrates to the 
satisfaction of the entity deciding the 
appeal (currently the DAB) that addi-
tional evidence not presented at the 
hearing is relevant and material and 
that there were reasonable grounds for 
the failure to adduce such evidence at 
the hearing, the entity deciding the ap-
peal may remand the matter to the 
presiding officer for consideration of 
the additional evidence. 

(j) The Commissioner of Food and 
Drugs or other entity deciding the ap-
peal (currently the DAB) will issue a 
decision on the appeal within 60 days, 
if practicable, of the due date for sub-
mission of the appellee’s brief. In the 
decision, the entity deciding the appeal 
may decline to review the case, affirm 
the initial decision or decision grant-
ing summary decision (with or without 
an opinion), or reverse the initial deci-
sion or decision granting summary de-
cision, or increase, reduce, reverse, or 
remand any civil money penalty deter-
mined by the presiding officer in the 
initial decision. If the entity deciding 
the appeal declines to review the case, 
the initial decision or the decision 
granting summary decision shall con-
stitute the final decision of FDA and 
shall be final and binding on the par-
ties 30 days after the declination by the 
entity deciding the appeal. 

(k) The standard of review on a dis-
puted issue of fact is whether the ini-
tial decision is supported by substan-
tial evidence on the whole record. The 
standard of review on a disputed issue 
of law is whether the initial decision is 
erroneous. 

[60 FR 38626, July 27, 1995, as amended at 71 
FR 5979, Feb. 6, 2006] 

§ 17.48 Harmless error. 
No error in either the admission or 

the exclusion of evidence, and no error 
or defect in any ruling or order or in 
any act done or omitted by the pre-
siding officer or by any of the parties is 
grounds for vacating, modifying, or 
otherwise disturbing an otherwise ap-
propriate ruling or order or act, unless 
refusal to take such action appears to 
the presiding officer or the Commis-
sioner of Food and Drugs or other enti-
ty deciding the appeal (currently the 

DAB) to be inconsistent with substan-
tial justice. The presiding officer and 
the entity deciding the appeal at every 
stage of the proceeding will disregard 
any error or defect in the proceeding 
that does not affect the substantial 
rights of the parties. 

§ 17.51 Judicial review. 
(a) The final decision of the Commis-

sioner of Food and Drugs or other enti-
ty deciding the appeal (currently the 
DAB) constitutes final agency action 
from which a respondent may petition 
for judicial review under the statutes 
governing the matter involved. Al-
though the filing of a petition for judi-
cial review does not stay a decision 
under this part, a respondent may file 
a petition for stay of such decision 
under § 10.35 of this chapter. 

(b) The Chief Counsel of FDA has 
been designated by the Secretary of 
Health and Human Services as the offi-
cer on whom copies of petitions for ju-
dicial review are to be served. This offi-
cer is responsible for filing the record 
on which the final decision is based. 
The record of the proceeding is cer-
tified by the entity deciding the appeal 
(currently the DAB). 

(c) Exhaustion of an appeal to the en-
tity deciding the appeal (currently the 
DAB) is a jurisdictional prerequisite to 
judicial review. 

§ 17.54 Deposit in the Treasury of the 
United States. 

All amounts assessed pursuant to 
this part shall be delivered to the Di-
rector, Division of Financial Manage-
ment (HFA–100), Food and Drug Ad-
ministration, rm. 11–61, 5600 Fishers 
Lane, Rockville, MD 20857, and shall be 
deposited as miscellaneous receipts in 
the Treasury of the United States. 

PART 19—STANDARDS OF CON-
DUCT AND CONFLICTS OF INTER-
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Subpart A—General Provisions 

Sec. 
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19.5 Reference to Department regulations. 
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flict of Interest Review Board. 
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